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FINAL DECI SION Under 37 CFR § 1.658(a)l

This interference involves an application of the junior party, Cochran et al
(Cochran), and a patent of the senior party, Sonderneijer et al. (Sonderneijer).

According to the record before us, the involved Cochran application is assigned to
Syntro Corporation which is a wholly owned subsidiary of Mallinckrodt Veterinary, Inc.
which in turn is a wholly owned subsidiary of Mllinckrodt, Inc. (Paper No. 7). According
to the Cochran Brief, page i (CB-i), the assets of Mallinckrodt Veterinary, |Inc. have beer
acquired by affiliates of Schering-Plough Corporation. Further, the involved Sonderneijer
patent is assigned to Akzo Nobel, N. V. (Paper No. 6).

The subject matter involved in this interference relates to a reconbi nant
Her pesvirus of Turkeys (HVT) which includes a heterol ogous nucleic acid sequence, i.e., a
foreign gene, introduced in an insertion region of the HVT genone. According to the
speci fications of Cochran and Sonderneijer, the subject reconbinant virus may be used to
prepare a vacci ne against certain infectious diseases of poultry such as Marek's di sease

(MD) which is caused by Marek's di sease virus (MV).
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The reconbinant HVT is nore particularly defined by the sole
count of this interference as foll ows:
Count 13
A reconbi nant Herpesvirus of Turkeys (HVT) conprising either
(a) a heterol ogous nucl eic acid sequence, said nucleic acid sequence being
i ntroduced in an insertion region of the HVT genome which conprises the genonic region
fromthe end of ORF-1 through ORF-5 |ocated within a DNA fragnent of the HVT genome havi n¢

a restriction map defined by Fig. 1 of patent 5,187, 087;

or,

(b) a foreign gene, said foreign gene being inserted into the Stul site within

the US2 gene of the HVT

The clainms of the parties which correspond to this count are:

Cochran et al.: Cains 1, 4, and 124

Sonderneijer et al.: Clains 1-19

3 It is undisputed that Cochran uses the term US2 gene to refer to the same HVT genomic
regi on which Sonderneijer refers to as ORF-4. In this regard, see the examner's 8§
1.609(b) statement (page 3) which was forwarded along with her initial nenorandum (form
PTO 850), and the involved Cochran application (Paper No. 24, pages 3-4) wherein Cochran
notes that "US2 gene" and "ORF-4" are nerely two different nanmes given to the sanme genomni(
regi on of the HVT virus.

4 W& note that Cochran filed an unauthorized anmendnent on Novenber 24, 1998 during the
pendency of this interference in an attenpt to cancel claim 12 (Cochran application: Paper
No. 36). Pursuant to 37 CFR § 1.615(a), the amendnent has not and will not be entered.



Accordingly, Cochran claim 12 remains pending and at issue in this interference.

3



Interference No. 103, 613

A comnbi ned Deci sion on Mtions and Order to Show Cause (Paper No. 37) was rendered
on Cctober 30, 1998. In that decision, the Adm nistrative Patent Judge (APJ) found with
respect to Sonderneijer notion 4 that all of Cochran's involved clains are unpatentable
under 35 U.S.C. § 102 (b)/§& 103 based upon the disclosure of either the Australian or
Canadi an counterpart of the involved Sonderneijer patent, taken alone or in conbination
with an article by Ross et al

Accordingly, the fundanental issue presented for decision is whether the APJ
properly granted Sonderneijer's notion for judgnment (notion 4) based on a sound and
t horough eval uati on of the evidence of record and the positions of each party.

Each of the parties has presented an evidentiary record, subnmitted exhibits, filed
briefs and appeared, through counsel, at final hearing.

No issue of interference-in-fact has been directly raised in this proceeding.

Prelinnary Matter

Initially, we turn to Sonderneijer's notion under 37 CFR 8 1.656(h) to suppress
evi dence (Paper No. 60) to which Cochran has filed an opposition (Paper No. 63). The

noti on seeks suppression of docunents including, inter alia, Declaration of
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Martha W1l d, Declaration of Janis McMIlen and an article by Zelnik et al., al
havi ng been previously submtted by Cochran as attachnents to its response
(Paper No. 38) filed Novenber 24, 1998 to the Order to Show Cause of Cctober
30, 1998.

Sonderneijer's notion to suppress is hereby Ganted. In an Order dated
Decenber 3, 1998 (Paper No. 39), the APJ gave nunerous reasons for refusing to
consi der the di sputed docunents; anong those reasons being: (a) a failure to
file a proper 8 1.635 notion to take additional testinmony in conpliance with
the requirements of 37 CFR 8 1.637(b); (b) a failure to show good cause why the
requested testi nony could not have been tinmely and appropriately presented
along with Cochran's opposition to notion 4; and (c) a failure to adequately
address the issue of whether new argunents and evi dence presented by
Sonderneijer by way of reply to Cochran's opposition to notion 4 were
appropriate as being directed to new points raised in the Cochran opposition.

It is our opinion that each of these reasons provides a sound and valid basis
for refusing to consider the disputed docunents, and Cochran has failed to
convi nce us ot herw se.

Accordingly, we agree with the APJ that the docunents presented by Cochran
for the first tine in response to the Order to Show Cause were nmanifestly

bel ated and, thus, not entitled to
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consideration in this interference. In this regard, we note that subm ssion of bel ated
docunents in this manner is tantanmount to filing "a reply to a reply,” which is not

aut horized by the rules of interference practice.

OPI NI ON

Wth respect to the patentability issue, Cochran's involved clains in dispute are
reproduced bel ow for conveni ent reference:
Caimil

A reconbi nant herpesvirus of turkeys designated S-HVT-045 (ATCC Accession No. VR
2383).
daim4

A reconbi nant herpesvirus of turkeys designated HVT-012 (ATCC Accession No. VR
2382).
Caimi2

A reconbi nant Herpesvirus of Turkeys (HVT) conprising a foreign gene, said foreign
gene being inserted into the Stul site within the US2 gene of the HVT

According to Cochran's specification, S-HVT-045 of claim 1l represents a species of
t he reconbi nant HVT of claim 12 wherein the inserted foreign gene is specifically the gB
protein gene of MDV under the control of its endogenous MDV promoter. Additionally, HVT-
0121 of claim4 represents a species of the
5 W presune HVT-012 refers to the sane reconbi nant HVT which
is designated as "S-HVT-012" in the specification
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recomnbi nant HVT of claim 12 wherein the inserted foreign gene is a lac Z gene of E. col
whi ch encodes the beta gal act osi dase protein. A feature conmon to all of these clains is
that the foreign gene is inserted into a Stul restriction enzyne site within the US2 gene
(ORF4) of a naturally occurring HVT.

After a thorough evaluation of all the evidence of record in light of the opposing
argunents advanced by the parties in their briefs, we are convinced that Sondernmeijer

established an evidentiary basis for a prima facie case of obviousness in its original

noti on 4.

To el aborate we note, as pointed out in the Decision on Mdtions, that there is no
di spute that AU-A-67698/90 (the Australian counterpart of the involved Sonderneijer
patent) and 2,031, 164 (the Canadi an counterpart of the involved Sonderneijer patent)
constitute prior art, within the context of 35 U S.C
102(b), with respect to Cochran's involved clains. There is also no dispute that the
di sclosures in these two prior art references are essentially identical to the disclosure
in the involved Sonderneijer patent.

W take special note of the follow ng excerpts fromthe Australian reference which

we | abel 1-1V;
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The prerequisite for a useful reconbinant HVT is that the heterol ogous nucleic acid
sequence is incorporated in a perm ssive position or region of the genom c HVT sequence,
i.e. a position or region which can be used for the incorporation of a heterol ogous
sequence wi thout disrupting essential functions of HVT such as those necessary for
infection or replication. Such a region is called an insertion-region. [page 4]

The insertion region disclosed herein . . . begins at the end of an open reading
frame (ORF-1) . . . Said insertion region of about Skb continues through the ORF's 2, 3, ¢
and 5. . . DNA sequences corresponding to the insertionregion outlined above can be

applied for the insertion of genes into the HVT genone without disrupting essential
functions of the virus. [page 4-5] (underlying added for emphasis)

In anot her exanple significant parts of the ORF-4 and ORF-5 have been del eted from
the HVT genome and repl aced by the Bgal act osi dase marker gene resulting in reconbi nant
vi ruses conparable with reconbi nant HVT viruses conprising an insertion of the marker gene
in ORF-2 or ORF-3. [page 5] (underlying added for enphasis)

V.

The het erol ogous nucleic acid sequence to be incorporated into the HVT genone
according to the present invention can be derived fromany source, e.g. viral
prokaryotic, eukaryotic or synthetic. Said nucleic acid sequence can be derived froma
pat hogen, preferably an avi an pathogen, which after insertion into the HVT genone can be
applied to induce i munity agai nst di sease. Preferably,
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nucl ei ¢ aci d sequences derived from | nfectious

Bronchitis Virus (I1BV), Mare k's Di sease Virus

MDV , Newcastle Disease Virus (NDV), Infectious Bursal Disease Virus (|BDV)
Chi cken Aneam a Agent (CAA), Reo Virus, Avian Retro Virus, Fow Adeno Virus,
Turkey Rhinotracheitis Virus, Eimeria species, Salnonella species,
Escherichia coli and Mycopl asma gallisepticumare contenpl ated for

i ncorporation into the insertion-regi on of the HVT genone. [page 8]
(underlying added for enphasis).

In view of the foregoing, the conclusion is inescapable that it would have

been prinma facie obvious, within the anmbit of 35 U S.C. § 103, to insert a sel ected

foreign gene with an appropriate pronoter at any convenient site within the US2 gene (ORF-
4) of HVT with the expectation of not disrupting essential viral functions of the
reconbi nant HVT as suggested by the Australian reference (excerpts | and Il above). O
course, excerpt Il nmore specifically relates to the reconbi nant species of Cochran claim
4 (HVT-012); whereas excerpt IV relates to the species of
Cochran claim1 (S-HVT-045). This conclusion is additionally supported by the
exam ner's 8§ 1.609(b) staterment (page 3), which constitutes the basis of this
interference, to the effect that:
The common invention may be consi dered as an obvious species within the
scope of the genus set forth in patent claiml, since ORF 4 (US2) is |ocated
within the genomc region fromthe end of ORF-1 through ORF5, and the Stul

sitewithin ORF4 is an obvious convenient site for insertion. (underlying
added for enphasis)
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Al so, the exam ner reached a simlar conclusion in an Ofice Action dated August 3, 1995
(Paper No. 21) in Cochran's involved application

The docunentary evidence (prior art publications) relied upon by Sonderneijer is of

sufficient probative value to establish ar~ imm facie case of obviousness. Thus, the

burden of coming forward with evidence of non-obviousness (to rebut the 3prina facie case

of obviousness) clearly falls upon Cochran. Cochran has failed to satisfy that burden

The Cochran opposition to nmotion 4 alludes on page 16 to nine paraneters which are
al l egedly not discussed in the prior art publications cited by Sonderneijer. However,
Cochran failed to explain in its opposition (or in its brief at final hearing) the
rel evance of these paraneters to the issue of obviousness. Certainly, if Cochran believed

that these paraneters were essential elements for establishing a prima facie case of

obvi ousness, it was incunbent upon Cochran to fully explain their relevance, and to
denonstrate by the presentation of credi ble evidence or sound technical reasoning why

t hose paranmeters are not taught or suggested by the prior art of record, and woul d not
ot herwi se have been obvious to those of ordinary skill in the art. Cochran failed to do

so. Instead, Cochran nerely alluded
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to the parameters in question and then lept to the conclusion, w thout providing any

expl anati on or proof, that Sonderneijer did not nake out a Qinma facie case. It appears,

therefore, that Cochran would have the APJ, or the Board at final hearing, fill in the
gaps and make a case for Cochran. W shall not do so since Cochran, the party in
opposition, is charged with that responsibility.

Simlarly, the Cochran brief (page 21) states that Sondermeijer's position is
necessarily based on three premses, i.e., (1) that all five ORF's of the prior art are
equi val ent (for purposes of inserting a foreign gene in the HVT genone); (2) that al
sites within a given ORF are also equivalent; and (3) that all foreign DNA can be stably
i nserted and expressed in any one of the available sites. Assum ng that these prem ses
reasonably follow fromthe teachings of the prior art (and we are inclined to agree with
this assunption in view of our discussion of the prior art, supra), then it was incunbent
upon Cochran to refute these prem ses by the presentation of rebuttal evidence with its
opposition. In this regard, the evidence Cochran would like us to consider, e.g., the
Decl aration of Martha WIld, was not presented with Cochran's opposition. |nstead, that

evi dence

11
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has been found to be belated and i nadm ssible, supra, and thus not entitled to
consi derati on.

Finally, we recognize that evidence was presented along with Cochran's opposition
for the sole purpose of showi ng unexpected results by denmonstrating the superiority of a
vacci ne containing S-HVT-045 (Cochran specification: pages 20-21) as conpared to a vacci ne
cont ai ni ng rHVT-MDV (Sondermeijer Declaration: Cochran opposition exhibit 1) <That show ng
was found to be unpersuasive by the APJ in his Decision on Mtions for the reasons
presented in Sonderneijer's reply (Paper No. 34: pages 13-15). Upon review of all the
evi dence of record at final hearing, including the deposition testinony of Carla Schrier
we al so agree that Cochran's showing is unconvincing essentially for the reasons presentec
in Sonderneijer's reply brief (page 12-23). Since we are in substantial agreenment wth
Sonderneijer's position on this matter as thoroughly set forth in the reply brief, we
adopt that position as our own.

For all of the foregoing reasons, we find that all of Cochran's involved clains are
unpat entabl e for obvi ousness under 35 U . S.C. § 102 (b)/§ 103.

6 According to the Cochran opposition (page 16), rHVT-MDV contains an insertion of the M\
gl ycoprotein within the ORF-2 region of the HVT genone.
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Judgrent
In view of the foregoing, judgnment is hereby entered as foll ows:

Cochran et al. the junior party, is not entitled to a patent containing its clains

1, 4 and 12 corresponding to the count.

On the record before us, Sonderneijer et al., the senior party, is entitled to its

patent containing clainms 1-19 corresponding to the count.

MARC L. CAROFF
Admi ni strative |atent Judge

MARY F' . DOMEY BOARD OF PATENT

Admi ni strative Patent Judge APPEALS AND

| NTERFERENCES
HUBERT C. LORIN )
Admi ni strative Patent Judge )
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KUBOVCI K & KUBOVCI K
The Farragut Buil ding
Suite 710

900 17th Street, N.W
Washi ngton, D.C. 20006
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